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Research Governance

Framework

Research is essential to the successful promortion of health and well-being.
Many of the key advances in the last century have depended on research,
and health and social care professionals and the public they serve are
increasingly looking to research for further improvements.

This country is fortunate to be able to draw upon a wide range of resecarch
within the health and social care systems. Most of this is conducted to high
scientific and ethical standards. However, recent events have made us all
painfully aware that research can cause real distress when things go wrong.

The proper governance of research is essential to ensure that the public can
have confidence in, and benefit from, health and social care research.

This Research Governance Framework reflects a wide range of discussions
with the NHS and all the Department of Health’s partners in health and
social care research. We have considered carefully the responses o our
earlier consultation and the issues raised in meetings with stakeholders.

I am grateful to all who have helped us with this important task. We now
need to continue to work together to ensure that this Research Governance
Framework for Health and Social Care is implemented successfully. In this

way, we can provide the public with the reassurance it has the right to
expect, and ensure that we can continue to reap the benefits of research.

Lord Hunt of Kings Heath
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This document builds on a range of earlier published
work and draws extensively on the following documents:

The MHS Plan 2000

Research and Development for a First Class Service - R&D Funding 2000
in the New NHS

An Organisation with a Memory — Report of an expert group on 2000
learning from adverse events in the NHS

A First Class Service: Quality in the New NHS 1998
Clinical Governance — Quality in the Mew NHS 1998
The New NH5: Modern and Dependable 1997
A Quality Strategy for Social Care 2000
Modernising Social Services 1998

All the above are available on www.doh.gov.uk

Valuing Diversity -
Equality and Diversity in Policy Making 2000
Diversity in the Civil Service/Public Service 2000

www.cabinet-office.gov.uk

OST Guidelines on Use of Scientific Advice in Policy Making 2000
http://www.dti.gov.uk/ost/ostbusiness/index_policy_making_old.htm

MRC Guidelines for Good Clinical Practice in Clinical Trials 1998
http://www.mrc.ac.uk
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Research Governance

. Sets Standards

. Defines mechanisms to deliver standards
. Describes monitoring and assessment arrangements
. Improves research quality and safeguards the public by:

- Enhancing ethical and scientific quality

Promoting good practice

Reducing adverse incidents and ensuring lessons are learned

I

Preventing poor performance and misconduct
. Is for all those who:

= Participate in research

- Host research in their organisation

- Fund research proposals or infrastructure

= Manage research

- Undertake research

. Is for managers and staff, in all professional groups, no matter how
senior or junior.

2
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1.1

1.2

1.3

1.4

The Government is committed to enhancing the contribution of research to
health and social care, and to the partnership between services and science.
Research is essential to the successful promotion and protection of health and
well-being and to modern and effective health and social care services. At the
same time, research can involve an element of risk, both in terms of return on
investment and sometimes for the safety and well-being of the research
participants. Proper governance of research is therefore essential o ensure
that the public can have confidence in, and benefit from, quality research in
health and social care. The public has a right to expect high scientific, ethical
and financial standards, transparent decision-making processes, clear
allocarion of responsibilities and robust monitoring arrangements.

This document sets out a framework for the governance of research in health
and social care. The standards in this framework apply to all research which
relates to the responsibilities of the Secretary of State for Health - that is
research concerned with the protection and promotion of public health,
research undertaken in or by the Department of Health, its non-
Departmental Public Bodies and the NHS, and research undertaken by or
within social care services that might have an impact on the quality of those
services. This includes dlinical and non-clinical research, research undertaken
by NHS staff using NHS resources, and research undertaken by industry, the
charities, the research councils and universities within the health and social
care systems.

The framework is offered as a model for the governance of research in other
areas where poor practice could have a direct impact on the health or well-
being of the public.

The framework is of direct relevance to all those who host, conduct,
participate in, fund and manage health and social care research. It is not
restricted to principal investigators, managers or to any one professional
group. All service and academic staff, no marter how senior or junior, have a
role to play in the proper conduct of research. Participants in research and
the public in general can also help to ensure that standards are understood
and mer.

3
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1.5 This framework secks to promote improvements in research quality across
the board. As with clinical governance and best value in social care,
research governance involves bringing general performance up to thar of
those ar the leading edge. The framework provides a context for the
encouragement of creative and innovative rescarch and for the effective
transfer of learning, rechnology and best practice 1o improve care.

1.6 The framework also aims to prevent poor performance, adverse incidents,
research misconduct and fraud, and to ensure that lessons are learned and
shared when poor practice is identified. Achievement of these aims,
drawing on the work of the Chief Medical Officer’s expert group on
learning from adverse events', will promote good practice, enhance the
ethical and scientific quality of research and safeguard the public.

1.7 Health and social care generate and draw upon a wide range of innovative
work and ideas from professionals, organisations and the public. Services
must promote innovation and its benefits whilst protecting participants
from risk and waste. Innovation embraces a much wider range of
activities than those managed formally as research. Research can be
defined as the attempt to derive generalisable new knowledge by
addressing clearly defined questions with systematic and rigorous methods.

1.8 This document sets out the responsibilities and standards that must be
applied to work managed within the formal research context. Other
documents on clinical governance and on quality in the NHS and social
care set out standards and systems for assuring the quality of innovarive
work in non-research contexts.

1.9  In common with other quality assurance and governance systems, this
research governance framework describes:

. arrangements to define and communicate clear quality standards;

. delivery mechanisms to ensure thart these standards are met, and

»  arrangements to monitor quality and assess adherence to standards
nationally.

1.10 Recent enquiries into adverse incidents relating to research have criticised
the lack of clarity in relation to responsibilities and accountabilities for
research in health and social care. This is of particular importance, given
the very wide range of individuals and organisations thar can be involved.

1 An Chganisation with 2 Memory — Report of an expert group on leaming from adverse evenis in the
MHS, 2000

4
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1.12

The framework pays particular attention to clarifying responsibilities and
accountabilities.

Listed are some of the individuals and organisations involved in health
and social care research:

»  Padents/users, their relatives and organisations representing them.
e The public.

» Research workers.

- Universiries.

s Research chariries.

»  Research councils.

. Health and social care professionals and professional organisations.
° Health and social care organisations.

*  Local authorities.

»  The pharmaceutical and other industries.

»  Department of Health.

Achieving high quality in research depends on co-operation between all
those involved. Figure 1 illustrates how the Department of Health will
continue to work with patients, users and care professionals, the public
and its research partners to develop and implement this research

governance framework to assure quality in health and social care research.

Following the model in Figure 1 the remainder of this document is
structured as follows:

. Section 2 (with the Annex) sets out standards.
. Section 3 details responsibilities.
® Section 4 outlines delivery systems, and

o Section 5 describes local and national monitoring systems.

5
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2. Standards

2.1

Introduction

2.1.1 Clinical governance aims to continually improve the overall standards of

clinical care in the NHS and to reduce unacceptable variations in clinical
practice. A comparable strategy is in place to improve the quality of
social care services. Correspondingly, research governance is aimed at
continuous improvement of standards and the reduction of unacceprable
variations in research practice across health and social care.

2.1.2 Standards for research governance are set our in the Annex and include

legislative requirements, Department of Health requirements and other
helpful guidance produced from a variety of established sources.
Professional judgement is necessarily involved in the interpretation of
many aspects of the guidance. Qualiry in research therefore depends on
those responsible being appropriately qualified with the relevant skills
and experience to use their professional judgement effectively in the
delivery of dependable research.

2.1.3 Health and social care research is not the province of a single discipline,

profession or organisation and no single document adequately caprures
the full range of legislation, standards and guidelines thar need ro be
applied across this wide ranging body of work. They are presented here
in five domains:

. Ethics.
. Science.
. Informarion.

*  Health, Safery and Employment.

«  Finance and Intellecrual Property.

7
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Where available, appropriate website addresses have been included to
enable access to the current standards, legislarion and guidance listed in
the domains. Where these relate to more than one domain they have

been cross-referenced.

2.1.4 Each domain has been grouped as follows:

. standards set our in legislation and regulations;
. other standards required by the Department of Health;

. other established standards of good practice from recognised
international and national authorities and professional
organisations.

2.1.5 The contents of the Annex will be updated regularly. Key and enduring
principlcs in each of the domains are set out in the Fﬂllﬂwing pamgmphs.

2.2 Ethics

2.2.1 The dignity, rights, safety and well-being of participants must be the
primary consideration in any research study. Box A describes a scenario
to illustrate good pracrice in protecring research participants’ rights.

Box A Protecting Research Participants’ Rights

What does it really feel like to be asked to participate?
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2.2.2 The Department of Health requires that all research involving
patients, service users, care professionals or volunteers, or their
organs, tissue or data, is reviewed independently to ensure it meets

ethical standards.

2.2.3 Informed consent is at the heart of ethical research. All studies must
have appropriate arrangements for obraining consent and the ethics
review process must pay [Jurt'tcuhr attention to those arrangements.

2.2.4 Particular care is needed when research involves tissue or organs of
the deceased. The consent of their relatives must always be obrained,
and it must be recognised that agreeing to such research involves
relatives in difficult choices. Arrangements must be described for the
respectful disposal of marerial once the research is completed, and for
the reporting of the findings of the research to relarives.

2.2.5 The appropriate use and protection of patient dara is also paramount.
All those invelved in research must be aware of their legal and ethical
duties in this respect. Particular attention must be given to systems
for ensuring confidentiality of personal informartion and to the
security of these systems.

2.2.6 Participants or their representatives should be involved wherever
possible in the design, conduct, analysis and reporting of research.
Social care research has a long tradition of the involvement of
participants in research. The Consumers in NHS Research Group has
established the principle that major advisory bodies in NHS R&D
programmes should normally have at least two consumer
representatives.

2.2.7 Research and those pursuing it should respect the diversity of human
culture and conditions and take full account of ethnicity, gender,
disability, age and sexual orientation in its design, undertaking, and
reporting. Researchers should rake account of the multi-cultural
nature of sociery. It is particularly important that the body of
research evidence available to policy makers reflects the diversity of

the population.

2.2.8 Some research may involve an element of risk to those participaring
in it. Risk must always be kepr to a minimum and explained clearly
to the relevant ethics commirttee and to participants. Arrangements
for compensation in the unlikely event of non-negligent harm must
always be explained.

1
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2.3

2.5

2.3.2

2.3.3

Some essential research into important illnesses and treatments can
only be conducted with animals. When considering undertaking
research which could involve the use of animals, wherever possible,
alternatives such as cells, tissues, computers, bacteria, and plants must
be used instead. Where animal use is unavoidable, there are strict
controls, enforced by the Home Office. Before a researcher can use
animals, a series of special licences must be obrained; primates are only
to be used if less advanced animals could not provide the information;
researchers must have the necessary skills, training and experience, and
the research laboratory must have the facilities to care for the animals
properly. In addition, there are three principles that should be followed:
the replacement of animals by non-animal methods wherever possible;
the reduction of numbers to the minimum necessary to obtain valid
results where replacement is not possible; and refinement of all
procedures to minimise adverse effects. The highest standards of
animal husbandry and welfare under veterinary supervision must be
maintained ar all times and an ethical review process must operate in
accordance with Home Office requirements listed in the Annex.

Science

It is essential thar existing sources of evidence, especially systematic
reviews, are considered carefully prior to undertaking research.
Research which duplicates other work unnecessarily or which is not
of sufficient quality to contribute something useful to existing
knowledge is in itself unethical.

All proposals for health and social care research must be subjected o
review by experts in the relevanr fields able to offer independent
advice on its quality. Arrangements for peer review must be
commensurate with the scale of the research. For example, many
organisations allow established research teams to determine derails of
the elements of an overall programme of research, which has been
reviewed externally. For many student research projects the university

SUpErvisor may pn:widl: an adcquat:: level of review.

Research involving medicines is regulated under the Medicines Act.
All trials of new medicinal products on people must be notified to
the Medicines Control Agency who can offer advice and who
undertake advisory inspections for such trials and the preparation of
products used in them. Similarly, research ilwnll.-'ing new medical

devices is r{'bmiatcd b}' the Medical Devices Agency.

2 The Medicines Act, 1968,

Research Governance Framework for Health and Social Care



234 Spccial r{:gulal:ions govern the use of human -‘:mhr_',.fns. the release of

genetically modified organisms and food or food processes. Further
information is set out in the Annex.

2.3.5 Dara collected in the course of research must be retained for an

appropriate period to allow further analysis by the original or other
research teams subject to consent, and to support monitoring of
good research practice by regulatory and other authorities. Guidance
on storage is set out in the Annex.

Information

Health and social care research is conducted for the benefit of
patients, users, care professionals, and the public in general. There
should be free access to information both on the research being
conducted and on the findings of the research, once these have been
subjected to appropriate scientific review. This information must be
presented in a formar understandable to the public. Reports need to
hf: f[}l'l'lp.l'ﬂl'li.‘n."i-ihlf E.I'II:] [ﬂ].{f |anguagc EHI:J {HI'H:I' I'Il:ﬂdﬁ into account,

2.4.2 Some advances in health and social care need to be developed

commercially if they are to be made widely available. Drugs, medical
devices and aides for the disabled are examples. Successtul
commercial development often depends upon the protecrion of
intellectual property or commercial confidentiality at critical poines
in the innovation process. The timing of the publication of research
findings needs o take account of this.

2.4.3 All those pursuing health and social care research must open their

2.5.1

work to critical review through the accepted scientific and
pmﬁ:ssiﬂnal channels. Once established, Endings must be made
available to those participating in the research (including the relatives
of deceased patients who have consented to the use of organs or
tissue in the research) and to all those who could benefit from them,
through publication and/or other appropriate means.

Health and Safety

Research may involve the use of potentially dangerous or harmful
equipment, substances or organisms. The safety of participants, and
of research and other staff must be given priority at all times, and
health and safety regulations must be stricdy observed.

13
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2.6 Finance

2.6.1 Financial probity and compliance with the law and with the rules laid
down by H M. Treasury for the use of public funds are as important in
research as in any other area.

2.6.2 Organisations employing researchers must be in a position o
compensate anyone harmed as a result of their negligence. Any
organisation offering participants compensation in the event of non-
negligent harm must be in a position to do se.

2.6.3 Careful consideration must be given to the appropriate exploitation of
intellectual property rights as set out in the Annex.

2.7 Quality Research Culture

2.7.1 Some standards set out in the Annex are clear-cut but many require
judgement and interpretation. A quality research culture, where excellence
is promoted and where there is visible and strong research leadership and
expert management, is essential if researchers and managers are 1o
understand and apply standards correctly. A quality research culture is
thus essential for proper governance of health and social care research.

2.7.2 The key elements of a quality research culture are:
- Respect for participants’ dignity, rights, safety and well-being.
. Valuing the diversity within society.
. Personal and scientific integrity.
. Leadership.
. Honesty.
«  Accountability.
. DPL'I'II'IC‘.‘.'EE.
»  Clear and supportive management.

Promotion of these principles and values is as important as the more
detailed standards set out in the Annex.

2.7.3 Box B illustrates how research is managed in a health or social care
organisation with a quality research culture.

14
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3. Responsibilities and

Accountability

3.1

3.1.1

3.1.2

L fee

3.2.1

322

General

All those involved in research with human participants, their organs, tissue
or data must be aware of and implement the law, and the basic principles
relating to ethics, science, information, health and safery, and finance set out
in this framework.

All those involved in research also have a duty to ensure that they and those
they manage are appropriately qualified, both by education and experience,
for the role they play in relation to any research. They must be aware of,
and have ready access to, sources of information and support in undertaking
thar role.

Agreements

A complex array of organisations and individuals may be involved in a
health or social care research study. It is essential that clear agreements
describing allocation of responsibilities and rights are reached, documented
and enacted.

Organisations thar collaborate on a range of research work may find it
helpful to develop and document framework agreements to facilitate the
agreement of responsibilities for specific studies. Examples of collaborations
where framework agreements will be necessary are:

*  NHS trusts, primary care practices, groups or trusts and health
authorities who work together regularly on research, whether or not
in a formal network;

*  universities and NHS trusts, primary care practices, groups or trusts,
research networks and health authorities thar work rogether regularly
on research;

o local authorities and/or other social care providers, health authorities
and primary care practices, groups or trusts thar work together
regularly on research whether or not in a formal research network;

17
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*  universities, local authorities and other social care providers who
“’ﬂr]{ tﬂg‘."ﬂ:ﬂ.’[ Itf-n','l.l.l..EIIEy (ali] mrdl.

3.2.3 It is particularly important thar clear and documented agreements are in
place for complex studies where there may be:

. work on more than one site; and/or
. researchers employed by more than one erganisation; and/or
. patients, users and care professionals from more than one care

organisation; and/or
. maore ll'lﬂ.l:l. one Fl.lﬂdf_'I.
3.3 Specific Responsibilities
3.3.1 Box C describes the people and organisations involved in a health or
social care research study. The key responsibilities of the people and
organisations accountable for the proper conducr of a study are

summarised in Box [0,

3.3.2 The remainder of this section sets out these responsibilities in more
dertail. Box E illustrates these responsibilities with a scenario.

18
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Box C  Description of the People and Organisations
Involved in a Health or Social Care Research Study

= Participants - patients, users, relatives of the deceased, professional
carers or members of the pu|:||ic agreeing to take part in the study.

. Researchers - those conducting the study.

. Principal Investigator - the person designated as taking overall
responsibilicy within the team of researchers for the design, conduct and

reporting of the study.

. Funder(s) - organisation(s) providing funding for the study through
contracts, grants or donations o an authorised member of either the
employing and/or care organisation.

= Sponsor - the organisation taking primary responsibility for ensuring that
the design of the study meets appropriate standards and thar
arrangements are in place to ensure appropriate conduct and reporting;
the sponsor is usually, but does not have to be, the main funder.

«  Employing Organisation(s) - the organisation(s) employing the
principal investigator and/or other researchers. The organisation
cmplu}"ing the principal investigator will nnrmﬂﬂ}r hold the contract(s)
with the funder(s) of the study. Organisations holding contracts with
funders are responsible for the management of the funds provided.

«  Care Organisation - the organisation(s) responsible for providing care to

patients and/or users and carers participating in the study.

. Responsible Care Professional - the doctor, nurse or social worker
formally responsible for the care of the participant while they are taking
part in the study.

. Research Ethics Committee — the committee convened o provide
independent advice to participants, researchers, funders, sponsors,
employers, care organisations and professionals on the extent to which
proposals for the study comply with recognised ethical standards.

12
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Box D Summary of Key Responsibilities of People and
Organisations Accountable for the Proper Conduct of a Study

Principal .
Investigator
and other
researchers .

Research .
Ethics
Committee
Sponsor .
Employing -
organisation
Care .
organisation/
Responsible
care professional
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Developing proposals thar are ethical and seeking
rescarch ethics committee approval

Conducting research to the agreed protocol and in
accordance with legal requirements and
guidance e.g. on consent

Ensuring participant welfare while in the study
Feeding back results of research to participants

Ensuring that the proposed research is ethical and
respects the dignity, rights, safety and well-being of
participants

Assuring the scientific quality of proposed research

Ensuring research ethics committee approval obtained

Ensufing arrangements in placf for the management and

monitoring of research
Promorting a quality research culwure

Ensuring researchers understand and discharge their
responsibilities

Taking responsibility for ensuring the research is properly
managed and monitored where agreed with sponsor
Ensuring that research using their patients, users, carers
or staff meets the standard set our in the research

governance framework (drawing on the work of the
research ethics commitree and sponsor)

Ensuring research ethics committee approval
obrained for all research

Retaining responsibility for research participants’ care



| Box E  Specific Responsibilities of Key People
Involved in Research

| Who is responsible for what ?
— some questions and answers

The Scenario: A university Senior Lecturer in General Practice is
awarded a grant by the Medical Research Council (MRC) o
conduct a trial. The grant is paid to the university bur the MRC is
closely involved in the development of the trial design, and in the
subsequent monitoring of the trial, and the study is based on
MRC's General Practice Research Framework. It is agreed that
MRC should take on the responsibilities of sponsor. The
manufacturer of the drug being trialled has agreed to provide it
free. The drug already has a licence. The research is taking place
in a number of general practices which have agreed to participate.

PATIENT

Q:

A:

I edved poff my P that | .-'u'.fg.lrj." B ntereited .fr.'_,!':-'.'.l.'.".'.-'l-:i' fhe -.':.J.*.'f",, b
that does not commit me definitely, does 117

Your GI’ has agreed to join this study and invite her patients ro
participate. Whether or not you agree is entirely up to you.

Horer can T know the .'i.’e.r.r{'j' i warthwhile?

Well the study has been approved as scientifically sound and
worthwhile by the Medical Research Council and as ethical by the
Research Ethics Committee.

Howe can I find out more about it?
You can take away this patient informartion leaflet to study, and
you can ask your GP or anyone on the research team for further

derails.

What if the drig involved does nor agree with me?

Your GP is responsible for your care. She is satisfied with the
arrangement to monitor participants in the trial. We will advise
her immediarely if we detect any problems, and you can approach
her at any time.

Q."

Howw do [ fenow thar this study & well designed?
The study is sponsored by the Medical Research Council and has
therefore been through their review system, but you must decide

whether or not you want to collaborate with it.
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Box E Specific Responsibilities of Key People Involved
: in Research {Continued)

I (2:  Whe is responsible for the care of my patients if they agree to take part?
' A: Youare. The protocol explains the procedures the research team

' will follow and the circumstances in which they will alert you to
anything they observe in your patients. You must ensure you are
satisfied with these arrangements and discuss them with the
principal investigator if you are not.

(2:  Whe is rvesponsibile for ensuring that the study is conducted according to

I|".|F'{.|||I.J'.||l|:"'i'.|_.'_'\-_"—"

A:  The principal investigator is responsible for ensuring that you and
every other person involved in the study is well informed, and able
to carry out their roles properly. If you have any concerns about
this, you should contact the principal investigator and, if you are
not satisfied with the response, you should raise the macter with
the research sponsor, which in this case is the MRC.

|

[

|

- i : |
fhe JP.‘'r}'.I'-\'f-i'al.'l'h'll .ra'-"Ie’ir .I'-l'!’n'l‘ e’.l'l.'n"f;'n" aire .'.F.n"-e'-H'.h'Fl'i'."'[“'!"ul'r fivd J’J'I:'.I'e"l':-' arny r":":'-':'i."é‘.'f{' ‘
|

|

1

() Whe s responsible for the quality of the drugs?
A:  The pharmaceurical company supplying the drugs is taking
responsibility for their quality.

Q: One of my patients seems much worse since I entered him into the
trial. He is keen to continwe, bur [ am concerned. Whar should I do?

A:  You have primary responsibility for the patient’s care. If you are
concerned that the research is bad for the patient you should advise
him to withdraw. You can explain that you will be talking to the
researcher and that if the trearment under the project is the cause

. of his problems this will be very valuable information in itself.

It is very important that you notify the principal investigator of any
concerns you have about treatment under the project.

(2 [ have agreed to join the study, but a number of my patients are
having trouble understanding what they ave being asked to take part
in and why, Its taking up an enovmous amount of time. What
should I do?

A:  You should talk to the principal investigator abour how
communications can be improved. 1f there are still problems you

' are free to withdraw.

2
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| Box E Specific Responsibilities of Key People Involved in |
| Research (Continued)

PRINCIPAL INVESTIGATOR |

Q:  Who do I report an adverse event to?
A:  Any worrying reaction must be reported immediately to the
' patient's G2 Any adverse drug reaction, as well as reporting it to

the patient's G2 must be reported to the drug manufacturer, the
Medicines Control Agency, the Trial Steering Commirree, the
Research Ethics Commitree and the Data Monitoring Commirttee.
The Steering Committee will decide whether or not to notify the
sponsor.

(): [ am concerned that the staff in the university labs are not following
appropricte Bealth and .~.r-r.,-‘fe"f.1.' rieles. What do I do?
A:  You should raise this concern through the university's local health

and safery systems.
(:  Twant to go on a maining course, who showld I talk ro?
A:  The university as your employer is responsible for your training.
€ Ta whom do [ talk about my suspicion that a university colleague is

l,l’:'.l ff:'.r'r'f.f!.r'}.!lq data?

A:  The university as employer has primary responsibility. You should
use the university’s local system for dealing with suspected
misconduct. The sponsor also has an interest. You should keep
them informed, particularly if you have any concerns following
your approach to the university. They have powers to withdraw
funding. You could also consider consulting other organisations
such as the General Medical Council with authority to regulate the
conduct of the person concerned.

I think we could improve the design of this study. What do I do?

You should discuss this with the Trial Steering Committee. If they
agree, you will need to draw up a revised protocol and submir i
through both ethical review and the MRC's scientific review
system. You should not implement changes to a protocol withour
these formal agreements.

=

| Q T thimde T hape g.:'uc'r’.-.;.".:'ﬁf Lril i :'!J'rl;‘-'.'fl'.’:.'u.‘ imtelleceual property. Wkt

: should | do?

' A:  Ownership of intellectual property will be addressed in your
University's contract of employment with you and in their contract
with the sponsor. There may also be an agreement berween the
university and the NHS locally. You need to report the findings to
the University’s responsible officer, who will advise you on the

procedures to be followed.
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3.4 Responsibilities of Participants

3.4.1 Effective and responsive services depend upon research. Through this
framework and related provisions, the Government and its research
partners strive to ensure that research conducred in health and social
care in England offers the likelihood of real benefits either to those
who participare, or those who use services subsequently, or both. All
those using health and social care services should give serious
consideration to invitations to become involved in the development
or undertaking of research studies.

3.4.2 Researchers are responsible for selecting appropriate means of
communication to ensure that potential participants are fully
informed before deciding whether or not to join a study. Potential
participants should not hesitate to ask if they do not understand the
information and explanations given. Guidance on research with
children and others who may have difficulty understanding the
information given is listed in the Annex.

Ll
LN

Responsibilities of Researchers

3.5.1 Researchers bear the day-to-day responsibility for the conduct of
research. They are responsible for ensuring that any research they
undertake follows the agreed protocol, for helping care professionals
to ensure that participants receive appropriate care while involved in
research, for protecting the integrity and confidentiality of clinical
and other records and dara generated by the research, and for
reporting any failures in these respects, adverse drug reactions and
other events or suspected misconduct through the appropriate
systems.

3.6 Responsibilities of the Principal Investigator

3.6.1 A senior individual must be designared as the principal investigaror
for any research undertaken in or through the NHS or social services
or using p:lrticipnnts’ Organs, tissue or data. This person will take
responsibility for the conduct of the research and is accountable for
this to their employer, and, through them, to the sponsor of the
research and to the care organisation(s) within which the research
takes place or through which participants, their organs, tissue or dara
are accessed.

24
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3.6.2

3.6.3

]’rincipnl INVestigators must have suirable experience and expertise in
the design and conduct of research so that they are able either w0
undertake the design, conduct, analysis and reporting of the study to
the standards set out in this framework or to lead and manage others
with delegated responsibility tor some of these aspects.

It is the principal investigator's responsibility to ensure thar:

= The dignity, rights, safety and well-being of participants are
given priority at all times by the research team.

. The research is carried out in accordance with this research
governance framework.

s Conrrolled trials are registered.

s The Chief Executive of the care organisation(s) involved and/or
any other individual(s) with responsibilities within this
framework are informed thar the stud}r is pfnnncd, and thar
their appmv:ﬂ s given before the research commences.

. When a study involves participants under the care of a docror,
nurse or social worker for the condition to which the study
relates, those care professionals are informed that their patients
or users are being invited to participate and agree to retain
overall responsibility for their care.

. When the research involves a service user or carer or a child,
looked after or receiving services under the auspices of the local
authority, that the agency director or her deputy agrees to the
person (and/or their carer) being invited to participate and is
fully aware of the arrangements for dealing with any disclosures
or other relevant information.

. Unless participants or the relevant research ethics committee
request otherwise, participants’ care professionals are given
information specifically relevant to their care which arises in the

research.
. The study complies with all legal and ethical requirements.
»  Each member of the research team is qualified by education,

training and experience to discharge his/her role in the study.
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Students and new researchers have adequate supervision,
support and training.

The research tollows the protocol approved by the relevant
ethics committee and the research sponsor.

Any proposed changes or amendments to or deviations from
the protocol are submitted for approval to the ethics
committee, the research sponsor and any other appropriate

body.

Procedures are in place to ensure collection of high quality,
accurate data and the integrity and confidentiality of data
during processing and storage.

Arrangements are made for the appropriate archiving of data

"..V].'!.ET! l'i'lE I'ESEHI'E]'I ]'!ELi ﬂﬂiEhEd

Reports on the progress and outcomes of the work required by
the sponsor, funders, or others with a legitimate interest are
produced on time and 1o an acceprable standard.

The findings from the work are opened to critical review
l:hmugh the ac::epl:cd scientific and prﬂfessiﬂnai channels.

Once established, findings from the work are disseminared
prompely and fed back as appropriate to parricipants.

He or she accepts a key role in detecting and preventing
scientific misconduct by adopting the role of guarantor on

published outputs.

Arrangements are in place for the management of financial and
other resources pm\ridtd for the stud}r, including for the
management of any intellectual property arising.

All data and documentation associated with the study are
available for audit at the request of the appropriate auditing
authority.
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3.7 Responsibilities of Research Funders

371 Grgunisatiuns that fund research, have a rcspunsibi]iry for ensuring
that the work is a proper use of the funds they control and provides
value for money.

3.7.2 Organisations wishing to fund research which requires the
collaboration of the NHS or social care services in England must
either be willing and able to discharge the responsibilities of research
sponsor or collaborate with another organisation which is prepared
and able to do so. Potential collaborators include the Department of
Health itself and the NHS and/or university bodies to which the
Department has delegated authority to act as research sponsor for
work within programmes of social care or NHS research funded by
the Department or the NHS.

3.8 Responsibilities of Research Sponsor

3.8.1 The research sponsor p]ays a crirical role in assuring the qua]iry of
research. Any research requiring the collaboration of the NHS or
social care services in Eﬂghil'ld must have an organisation willing and
able to take on the responsibilities of research sponsor. The
responsibilities of sponsor of research undertaken for research rraining
purposes are carried out by the research supervisor.

3.8.2 The research sponsor is responsible for assessment of the quality of the
research as proposed, the quality of the research environment within
which the research will be undertaken and the experience and expertise
of the principal investigator and other key researchers involved. They are
responsible for ensuring that arrangements are in place for the research
ream to access resources and support to deliver the research as proposed
and that agreements are in place which specify responsibiliries for the
management and monitoring of research. They are also responsible for
ensuring that arrangements are in place to review significant
developments as the research proceeds, particularly those which pur the
safety of individuals at risk, and to approve modificarions to the design.

3.8.3 The sponsor is responsible for ensuring that arrangements are in place
for the management and monitoring of research. In cases where it is
inappropriate for the organisation employing the principal investigator
or initiating the research to take responsibility for the proper
management and monitoring of research, the sponsor should either
take that responsibility or agree with another organisation involved
that it should take responsibility.
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3.8.4 Where research sponsors provide substantial blocks of funding ro
teams with expertise and track record they may delegate responsibility
for specific design and management of research to that team, provided
the sponsor manages performance.

3.8.5 Where research has no external sponsor, care organisations must accept
the responsibility of the sponsor. For example, an NHS trust must be
willing and able to acr as the sponsor for research which does not have
an external sponsor (sometimes called “own account” research).

3.8.6 It is the research sponsor's responsibility ro ensure thar:

«  The research proposal is worthwhile, of high scientfic quality and
reprfjents gf)ﬂd Wluf." ﬁ':rl:’ n‘lnnE}f

»  The research proposal has been approved by an appropriate research

ethics commirtee’.
«  Appropriate arrangements are in place for the registration of trials.

= The principal investigator, and other key researchers, have the
necessary expertise and experience and have access to the resources

needed ro conducr the proposed research successfully.

*  The arrangements and resources proposed will allow the collection
of high quality, accurate data and the systems and resources being
proposed are those required to allow appropriate dara analysis and
data protection.

. Intellectual property rights and their management are appropriately
E.lel'L'ﬁS'L'd iﬂ I'I:FI'."ErCh CONIracts ar erims DFEI'E.II'E H.'W'E.I'ds..

. Arrangements proposed for the work are consistent with the

Deepartment of Health research governance framework.

a Organi.&miuns and individuals involved in the research all agree the
division of responsibilities berween them.

. There is a clear written agreement identifying the organisation
responsible for the ongoing management and monitoring of the

3 See Section 3.12 for depails of research ethics comminees. The Diepartmens of Health is working w
extend the present coverage of committees o review the ethics of social care rescarch. IF it is not possible
to have a social care sesearch proposal reviewed by an appropriate committee, the sponsor must satisfy
itself thar the research is ethical.
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3.9

3:9.1

study, whether this is the organisation employing the researchers,
the sponsor, or another organisation.

. Arrangements are in place for the sponsor and other stakeholder
organisations to be alerted if significant developments occur as the
study progresses, whether in relation to the safety of individuals or
to scientific direction.

*  Anagreement has been reached abourt the provision of
compensation in the event of non-negligent harm and any
organisation, including the sponsor itself, offering such
compensation has made the necessary financial arrangements.

. Arrangements are proposed for disseminating the findings.

. All scientific judgements made by the sponsor in relation o
responsibilities set out here are based on independent and expert
advice.

. Assistance is provided to any enquiry, audit or investigation relared

to the funded work.

Responsibilities of Universities and Other
Organisations Employing Researchers

Employers of staff undertaking health and social care research have
responsibility for developing and promoting a quality research culrure
in their organisation and for ensuring thar their staff are supported in,
and held o account for, the professional conduct of research. This
will involve careful attention to training, career planning and
development, and the use of clear codes of practice and systems for
monitoring compliance, dealing with non-compliance or misconduct,
and learning from complaints. These responsibilities apply to both
private and public secror employers.

3.9.2 Organisations that employ principal investigators and other researchers

have responsibility for ensuring that those researchers understand and
discharge the responsibilities set out for them in this framework. They
should also be prepared to take on some or all of the responsibility for
ensuring that a study is properly managed and for monitoring irs
progress. The nature of the responsibilities taken on by the employing
organisation should be agreed with the sponsor and care provider. The
sponsor has ulimare responsibility for ensuring that appropriate
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3:9.3

3.9.4

arrangements are in place for the management and menitoring of any
study they sponsor.

Employers should ensure thar agreements are in place between them and
their staff and between them and research funders and care organisations
about ownership, exploitation and income from any intellecrual property
that may arise from research conducted by their employees. They have a
responsibility for ensuring thar employees identify and protect intellecrual

property.

Universities and other employers of staff engaged in research are
responsible for:

Compliance with all current employment and health and safery
legislation.

Demonstrating the existence of dear codes of practice in other
areas for their staff and mechanisms to monitor and assess
L'umpﬁn.n:-’:.

Ensuring that the principal investigator and/or other research staff

are aware of, understand and comply with this framework.

Discharging their agreed role in the management and monitoring
of work undertaken b].' their organisation.

Demonstrating systems for continuous professional development
of staft ar all levels.

Having agreements and systems in place to identify, protect and
exploit intellectual property.

Ensuring that they are able to compensate anyone harmed as a
result of negligence on the part of their staff and, if they have
agreed o do so, for non-negligent harm arising from the research.

Having in place systems to detect and address fraud, and other
scientific or professional misconduct by their staff.

Having in place systems to process, address and learn lessons from
any complaints brought against their employees.

Permitting and assisting in any investigation arising from
complaints received in respect of actions taken by their employees.
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3.10

3.10.1

3.10.2

3.10.3

3.10.4

Responsibilities of Organisations Providing Care

All organisations providing health or social care in England musr
be aware of all research being undertaken in their organisation, or
involving participants, organs, tissue or data obrained through the
organisation. They should ensure that their patients, users and care
professionals are provided with informartion about any research
which may have a direct impact on their care, their experience of
care, or their work in the organisation. They must ensure that only
activity which is being managed formally as research within the
provisions of this framework, is presented as research.

Organisations providing care are responsible for ensuring thar any
research involving their patients, users and carers or staff meer the
standards set out in this framework, in particular that it has an
identified research sponsor willing and able to discharge its
responsibilities, and that clear and documented agreements are in
place abour the allocation of responsibilities between all parties
involved. Accountability for this lies with the Chief Executive or
Agency Director but he or she may delegate responsibility for
ensuring compliance to an appropriately qualified and senior
member of staff. The care provider remains responsible for the
quality of all aspects of the care of their patients or users, whether
or not they are involved in research and whoever that research may

be conducred and funded by.

Chief Executives of NHS organisations are accountable for quality
under the Duty of Care. Researchers not employed by the NHS
organisation who interact with individuals in a way which has
direct bearing on the quality of their care should hold an NHS
honorary contract. Further guidance on issues of employment and
accountability of university staff working in the NHS will be issued
when a review of these areas led by the Department for Education
and Employmenr reports.

A summary of the main responsibilitics of organisations providing
care are to:

Retain responsibility for the quality of all aspects of
participants care whether or not some aspects of care are part
of a research study.

n
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Be aware and maintain a record of all research work being
undertaken t|'|ruugh or within the organisation, including

research undertaken b}r students as part of their training.

Ensure patients or users and carers are provided with
information on research that may affect their care.

Be aware of any current legislation relating o research work and
ensure that these are implemented effectively within the
organisation.

Ensure that all research has been approved by an appropriate
research ethics commirtee.”

Ensure that all research has an identified sponsor who
understands, accepts and is able to discharge their duties as set
out in this framework.

Ensure that written agreements are in place regarding
responsibilities for all research invelving an external partner,
funder and/or sponsor, including agreement with the University
or other employer in relation to student supervision.

Ensure that the necessary links with clinical governance and best

\-'FIIIIIL' Processcs arc I'I'Iﬂf.‘t!:.

Ensure that non-NHS employed researchers hold honorary NHS
contracts where appropriate and thart there is clear accountability
and understanding of who is responsible for what.

Put in p|:u:{: and maintain the NEcessary systems to idcntir}! and
learn from errors and failures.

Put in place and maintain the necessary systems to process, address
and learn lessons from cumplainrs arising from any research work
hcing undertaken Lhmugh or within the organisation.

Ensure thart significant lessons learnt from complaints and from
internal enquiries are communicated to funders, sponsors and
other partners.

Permit and assist with any monitoring, auditing or inspection
required by relevant authorities.

4 See footnote to paragraph 3.8.6
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3.11 Responsibilities of Care Professionals

3.11.1 Health and social care staff retain responsibility for the care of their
patients or users, when they are participating in research.

3.11.2 Before agreeing to their patients or users being approached, they must
satisfy themselves thar the research has been the subject of approval by
appropriate scrutinising authorities within their organisation or agency,
and that any research thar relates directly to the care they provide
complies with this framework.

3.12 Responsibilities Relating to Research
Ethics Committees

3.12.1 Those l:stabﬁshing research ethics commitiees should ensure thar the
COIMIMIeess:

. have clearly defined remirs and terms of reference thar are
consistent with the system of ethics commirtees established

through the powers of the Secretary of State for Health;

. have clearly defined arrangements for appointing and replacing
members;

“ have and meet clear performance targets;

»  are adequately resourced, supported and trained:
. provide clear and independent advice, within their remit and terms
of reference.

3.12.2 Research ethics committees and their members must act in good faith
and provide impartial and independent advice within their remits and
terms of reference. Their primary responsibility is to ensure that the
research respects the digniry, rights, safety and well-being of individual
rescarch participants. They should also work efficientdy to facilitate the
good conduct of high quality research that offers benefits to participants,
services and society at large. Unjustified delay to such research is itself
unethical.

33
Research Govermnance Framework for Health and Socal Care



34

3.12.3

3.12.4

3.12.6

3.12.7

Research within the NHS, which involves individuals, their organs,
tissue or data must have the prior approval of an NHS research ethics
committee. The NHS is responsible for establishing, supporting and
monitoring the performance of NHS research ethics commirtees
(RECs). Those outside the NHS may also seek the advice of these

COMMIees,

Whilst operating within a Department of Health and NHS
management framework, RECs must maintain independence when
formularing their advice on the ethics of the proposed research if
their advice is to be seen to be impartial. NHS research ethics
committees are managerially independent of NHS Trust R&D
structures.

Social care research involving work in NHS settings must be
approved by the relevant NHS REC. For other social care
research, the Association of Directors of Social Services (ADSS)
Research Group advises the ADSS and individual directors and
social services departments on the ethics, qualiry and relevance of
proposals for multi-site studies. The Department of Health is
discussing with ADSS how arrangements could best be developed
to provide a more comprehensive system for the ethical review of
social care research. Meanwhile, a number of universities run
ethics committees which may be able to advise on social care
research studies, and sponsors should take responsibility for
ensuring that work is ethical when there is no appropriare
committee to review it.

The decision on whether or not research in an NHS organisation
should ultimarely proceed rests with that organisation. No research
should proceed without prior REC approval. However, even
though REC approval may have been obrained, an NHS
organisation may need to consider other factors before permitting
the research to proceed. Similarly, Directors of Social Services are
responsible for approving social care research conducred within
their local authoriries.

It is not the role or responsibility of the research ethics commirrees
described above to give legal advice, nor are they liable for any of
their decisions in this respect. Irrespective of the decision of a
research ethics committee on a particular application, it is the
researcher and the NHS or social care organisation who have the
responsibility not to break the law. If a research ethics commirtee
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4.1

4.3

4.4

4.5

Organisations undertaking, sponsoring, funding or hosting health
and social care research must have systems in place to ensure that

they and their staff understand and follow the standards and good
practice set out in this framework.

All research sponsors must have systems in place, or have access ro
systems to undertake expert independent review - appropriate to the
scale and complexity of research proposals - o allow the organisation
to satisfy itself on the scientific and ethical standing of the work, its
StIEtL‘gIIC !'C].C"r'ﬂ.lh::'.‘ E.I'I'l'.l "l."EI.lUL‘ I':ﬂlr MOncy. Tht'}-' must ﬂ.iiﬂ CNsurc [hﬂt
S}'st:‘ms are in PIEIL"L' - managﬂf L'ETI'I{.T b}" tI'IL‘ITI.SC]"r'ES or b}" one Ur TI"I'E
organisarions involved in the research, such as the host universiry, a
funding body, or care provider - to ensure thart all research they
sponsor is conducted according to the agreed protocol, to monitor its
general progress and to discuss and agree modifications to the
protacol if the need arises.

All health and social care providers must have systems in place to
ensure that they are aware of, and have given permission for, all
research being conducred in or through their organisation, whether or
not it is externally funded. Care providers should only give
permission for research which has a sponsor. Care providers may
UI'.II}" tI'ICITIEE].\"ES talce an [hE m[e DF sponsor ]I.{: [].'.I.E'}-" I'Iﬂ.\ff E}'Etfl'ﬂi in
place to discharge those responsibilities. Whoever acts as sponsor,
care providers must saristy themselves thar systems are in place, either
in their own organisation or elsewhere, to ensure that all research
conducted in or through their organisation conforms to appropriate
scienrific and ethical standards, and offers value for public money.

All those establishing research ethics committees must have systems in
place to convene, support and monitor the performance of research
ethics committees.

All research ethics committees should have systems in place to
identify, and record and address conflicts of interest that may
compromise, or be seen to compromise, the independence of their
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4.7

4.8

4.9

4.10

advice. They must also have systems in place to record their decisions
and the reasons for them, and 1o record operational details of their
meetings and handling of applications. References to formal guidance
on this are in the Annex.

All delivery systems should be designed to detect failures to adhere to
requirements, regardless of whether such failures arise by intent or
oversight. Such systems should involve routine and random monitoring
and audit as appropriate. Additionally, delivery systems should require,
facilitate and support reporting of critical incidents, near misses, systems
failures and misconduct either by self-reporting or whistle-blowing.

The Department of Health will work with key stakeholders to develop
and issue guidance from time ro time to help organisations discharge
their responsibilities for research governance effectively and efficiendy.
This will cover both systems in individual organisations and systems for
agrecing and discharging responsibilities between two or more
organisations, e.g. a care provider and a university, or a number of care
providers in a multi-centre study. Initial guidance will focus on the most
important and challenging areas. Early attention will be given ro
guidelines on arrangements for studies involving the use of organs, in
consultation with the Retained Organs Commission.

Regional Offices of the Department of Health will work with NHS
providers to ensure that they understand their responsibiliries, have
systems in place to discharge them and rake account of relevant
guidance. Arrangements for social care will be developed as part of the
implementation of the new quality framework oudined in A Quality
Framework for Soctal Care.

Research governance depends critically on research workers and research
managers understanding their responsibilities and having the skills
needed to discharge them. The Department of Health will work with
other research funders and the universities w promote the coverage of
research governance in relevant degree courses and continuing education

for these groups.

There is much good practice in research and many opportunities for
individuals and organisations to learn from one another. The
Department of Health will promote the development of learning
networks to support this. The NHS R&D Management Forum is a
good example of such a network.
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5. Monitoring, Inspection

and Sanctions

5.1

5.2

S

Organisations and individuals must be able to demonstrate adherence
to this framework to reassure patients, service users and care
professionals of the quality of their services and to assure their
reputation in high quality research and care.

There are already powerful incentives to adhere to many of the
principles and standards set out in the framework. These include the
law, the duties of care in the NHS and social care and the high
professional and ethical standards upheld by the majority of care
professionals and researchers. Mechanisms, which monitor the
quality of clinical work, such as audit, risk management and staff
appraisal can assist in the monitoring of research governance.
Nevertheless, a coherent system is needed to monitor performance
against this framework, to identify best practice and shortfalls, to
enhance public confidence and help to prevent adverse events.
Where minimum acceptable standards are not met, sanctions are
needed. The Department of Health will work with its partners to
develop a coherent system for monitoring research governance and
addressing shortcomings.

New arrangements will be established to work with and through
structures, which already exist in health and social care systems,
government departments, the universities and the charities to
promote and monitor quality. These arrangements will be robust and
will monitor the extent to which the standards set our in this
framework are being followed by:

*  sponsors of research (including the Department of Healch);
*  health and social care organisations participating in
*  universities and other organisations employing researchers;

. other organisations on which this framework depends.

Research Governance Framework for Health and Social Care




5.4

= e

5

5.8

Reports of this menitoring will be presented to the Secretary of State
for Health, to the organisations monitored and to those with
responsibilities for these organisations. Organisations failing to meet
expected standards will be required to produce recovery plans for
agreement and implementation.

Under the new arrangements a list of recognised sponsors of health
and social care research will be maintained. Health and social care
organisations can consult this list to ascertain the standing of those
wishing to fund research in their organisation. Research funders and
research organisations may apply to be included in the list, subject 1o
them providing a satisfactory account of the adequacy of their
systems.

Clinical trials of medicinal products on patients must continue to be
notified to the Medicines Control Agency (MCA). New regulations
to be introduced in compliance with a proposed European Directive
on the conduct of clinical trials will require all trials of medicines to
be subjecrt ro inspection by the MCA. The Agency offers advisory
inspections now against relevant good clinical pracrice and good
manufacturing pracrice guidelines, in advance of the statutory
requirement. Similar arrangements apply to medical devices and are
the responsibility of the Medical Devices Agency (MDA). The
arrangements described above for monitoring research governance
will work closely with the MCA and the MDA to avoid duplication
and to share best pracrice.

The Chiet Medical Officer’s expert group on learning from adverse
events in the NHS reported on ways in which the NHS can learn
more effectively from adverse health care events, so that recurrence
can be prevented. It has made a number of recommendations,
J'm':lul:lingI the establishment of a new national system for reporting
adverse health care evenis and “near misses”. Monitoring of research
governance will work alongside the new national system for adverse
events in the NHS and existing systems for adverse events reporting
in social care.

There is growing public and professional concern about research
misconduct and fraud, though its extent is unknown. The
Department of Health will continue to work with others on research
misconduct, including consideration of the possibility of a co-
ordinating group or body to take responsibility for investigation on
behalf of all relevant stakeholders. The Director of Counter Fraud
Services has overall responsibility for all work to counter fraud and
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5.10

corruption within the NHS. Monitoring of research governance will
check that appropriate systems are in place to detect and investigare
possible fraud and to take appropriate action if fraud is found. In
addition, health and social care organisations should themselves
ensure that universities and any other organisations with whom they
develop local partnerships have appropriate systems for detecting,
investigating and addressing fraud by their employees.

Failures in NHS organisations to comply with this framework will be
addressed through the normal lines of accountability and
performance management. The Department of Health will look to
those with responsibilities for other organisations to address any
shortcomings in them. Department of Health and NHS funds for
health and social care research will only be allocated to those
competent to manage them and the work they support.

Failures on the part of staff in the Department of Health, the NHS
or Social Services to meet responsibilities relating to this framework
will be addressed through the normal management channels.
Monitoring arrangements will check thar other organisations have
appropriate systems in place to address failures by their staff.
University employees with NHS honorary contracts may have these
removed, subject to a joint NHS/university investigation. The
position of such staff is currently the subject of a review (see
paragraph 3.10.3).

In the case of misconduct, some pmﬁ!ﬁinnal groups will be suhject to
disciplinary action by their professional bodies. Doctors are
responsible to the General Medical Council for their professional
conducr as rescarchers, as well as clinicians. Similarly, nurses, healch
visitors and midwives are responsible to the United Kingdom Central
Council and stare registered pracritioners are responsible to the
individual board of the Council for Professions Supplementary to
Medicine for their professional conduct as researchers as well as
clinicians. Misconduct by social care professionals will be one of the
responsibilities of the General Social Care Council.
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